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AB The present invention relates to high dose oral liquid formulations of 

bisphosphonate and their methods of use to treat/prevent diseases to bone 
remodeling or bone disorders, such as for example, Paget ' s disease, 
osteoporosis, metastatic bone disease, hypercalcemia of malignancy, 
periprosthetic osteolysis, periodontal disease, arthritic conditions, and 
the like, while minimizing the potential for esophageal irritation and 
other adverse gastrointestinal effects. These methods comprise orally 
administering to a mammal the liquid pharmaceutical composition of at least 
bisphosphonate, or a salt, as a unit dosage according to a continuous 
schedule having a once-weekly, twice-weekly, biweekly, twice-monthly, or 
monthly dosing interval. Thus, a formulation contained 
alendronate monosbdium trihydrate 2.454, and sodium 
citrate dihydrate 21.18 mg/mL, NaOH and HC1 qs to pH 6.8, and 
water qs to 1.00 mL. 
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AB New hydrate forms of alendronate sodium, having water 

content of approx. 1-12%, and processes for their manufacture, are disclosed. 
New crystalline forms of alendronate sodium B, D, E, F, G and H, and 
processes for manufacturing them, are also disclosed. These new forms of 
alendronate sodium are suitable for incorporation into 
pharmaceutical compns . for combating bone resorption in bone diseases. 
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